
IN THE UNITED STATES D]STRICT COURT

FOR THE WESTERN DISTRICT OF NEW YORK

UNITED STATES OF AMER]CA,

V.

ISTA PHARMACEUTICALS, INC. /

13-cR- 9? A

Defendant

PLEA AGREEMENT

The United States Attorney's Office for the Western District

of New York and the United States Department of Justice, bY and

through the Consumer Protection Branch (collectively referred to

as "United States" or "government"), and the defendant, ISTA

PHARMACEUTICALS, INC. ("ISTA"), acting through its counsel,

pursuanL to authority granted by ISTA' s Board of Directors,

confirmed in the Board of Dj-rectors' certification, attached

hereto as Exhibit A, hereby enter into a Plea Agreement with the

terms and conditions as set out below.

I. THE PLE]A AIID POSSIBLE SENTENCE

1. The defendant agrees to waive indlctment and to plead

guilty to a two count Information which charqes:

a) in Count It a violation of Title 18, United States Code,

Section 31L and Title 2L, United States Code, Sections 331(a),

352(f) (1), and 333(a) (2) (Conspiracy to Introduce a Misbranded Drug

in Interstate Commerce with Tntent to Defraud and Mislead) , for
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which the maximum possible sentence is a fine of $5001 000 , or

twice the gross gain derived from the offense or twice the gross

loss to a person other than the defendant, whichever is greater,

a mandatory $400 special assessment, and a term of probation of

f ive years,'

b) in Count II, a viol-ation of Title 18, United States

Code, Section 371 and TiLl-e 42, United States Code, Section L320a-

7b(b) (2) (B) (Conspiracy to Violate the Anti-Kickback Statute), for

which the maximum possible sentence is a fine of $500,000 r or

twice the gross gain derived from the offense or twice the gross

loss to a person other than t.he defendant, whichever is greater,

a mandatory $400 special assessment, and a term of probation of

five years.

c) The defendant. understands that the penaltles seL

forth in this paragraph are the maximum penalties t.hat can be

imposed by the Court at sentencing.

2. The defendant understands that, ds to both Counts I and

II, the Court may require restitution to be paid to any victims of

the offenses as part of the sentence, pursuant to United States

Sentencing Guidelines ("Sentencing Guidelines") Section 5E1.1 and

TitIe 18, United States Code, Section 3663.

'z-
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II. ELEMENTS AIID EACTUAT BASIS

The defendant understands the naLure of the offenses set

forth in paragraph 1 of this PIea Agreement and understands that

if this case proceeded to trial, the government would be required

prove beyond a reasonable doubt the followinq elements of the

crames:

COUNT I: (Tit1e 18, United States Code, Section 371
and Title 2L, United States Code, Sections
331(a) , 352 (f ) (1) , and 333 (a) (2) )

a) That on or about the dates set forth in
the Informati-on, the defendant knowingly and
wlllfully combined, conspired and agreed to
commit an offense against the United States;

b) That the defendant introduced or delivered
for introduction into interstate commerce, or
caused to be introduced or delivered for
introduction into interstate commerce I a
misbranded drug, Xlbrom;

c) That the drug was misbranded within the
meaning of the Food, Druq, and Cosmetic Act,
in that the drug's labeling lacked adequate
directions for use, that is, for uses that
were not approved by the Food and Drug
Administration; and

d) That the defendant acted with the intent
to defraud or misl-ead.

COT'NT II : (TitLe 18, United States Code, Section 371
and Title 42, United States Code, Section
1320a-7b (b) (2) (B) )

a) That on or about the dates set forth in
t.he fnformation, t.he defendant knowingly and
willfully combined, conspired and agreed to
commit an offense against the United States;

to

-3-
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b) That the defendant offered or pald
remuneration, directly or indirectly, overtly
or covertly, in cash or in kind, to
physicians to induce them to refer
individuals to pharmacies for the dispensing
of the drug Xibrom, for which payments were
made in whol-e or in part under a Federal
health care program; and

c) That the defendant acted knowingly and
wil-1fuI1y.

FACTUAI BASIS

The defendant and the government agree to the following

facts, which form the basis for t.he entry of the pleas of guilty

including relevant conduct:

COI'NT I:

a) At all- tlmes relevant to thi-s matter,
defendant ISTA was a Delaware corporation
with its principal place of business in
Irvine, California.
b) ISTA was engaged in the licensing,
development, promotion and sale of
pharmaceutical drugs intended for human use,
including the drug Xibrom.

c) ISTA promoted and sol-d Xibrom throughout
the United States, including in the Western
District of New York. Xibrom was prescribed
by physicians and dispensed by pharmaci-es
throughout the United States, including in
the Western District of New York.

d) The uses of Xibrom approved by the Food
and Druq Administration ("FDA") related only
to treatment of the eye post cataract
extraction surgery, a surgery that involved
the front of the eye. In March 2005, the EDA
approved Xibrom for the treatment of

4.

_A-
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inflammation post cataract surgery. In
January 2006, the FDA approved Xibrom for the
reduction of ocular pain post-cataract
surgery.

e) At no time did t.he FDA approve Xibrom for
any of the following uses: the treatment of
ocular inflammation or pain assoclated with
refractive surgeriesi the treatment of ocular
inflammation or pain associated with glaucoma
surgery; or the prevention or treatment of
cystoid macul-ar edema (*CME") .

f) ISTA and certain of its employees, acting
in their official capacJ-ty as employees of
ISTA, came to a mutual understanding to try
to accomplish a common and unlawful plan Lo
introduce a misbranded drug in interstate
commerce with the intent to defraud using the
means described in this section.

g) Beginning in or about September 2005 and
continuing unt.il in or about November 2070,
some ISTA employees, with the knowledge and
at the directlon of some members of ISTA's
manaqement team, promoted Xibrom to
physicians throughout. the United StaLes,
j-ncluding physi-cians in the Vlestern District
of New York, for uses other than its FDA
approved uses. The new intended uses for
which Xibrom was promoted by certain ISTA
employees j-ncluded: post Laslk surgery; post
Photorefractive Keratectomy ("PRK") surgery;
post qlaucoma surgery; post Selective Laser
Trabeculoplasty ("sLT") surg:eryi and
following surgeries performed with YAG
l-asers. Xibrom was al-so promoted by certain
ISTA employees for treatment and prevention
of conditions associated with the retina
(i.e., the back of the eye), such as CME.
Some ISTA employees promoted Xibrom for these
non-FDA approved uses based on directions and
financial- incentives from ISTA.

h) Certain ISTA employees, wi-th the knowledge
and at the direction of ISTA, paid for and
provided post-operative i-nstructi-on sheets to
physicians for uses of Xibrom that were not
approved by the FDA as safe and effective.

tr-J-
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i) Certain ISTA employees, with the knowledge
and at the direction of ISTA, sponsored and
actively participated in providing continuing
medical- education programs to promote Xibrom
for uses that were not approved by the FDA as
safe and effective.
j ) Some ISTA employees were told by
management not to memorialj-ze in writing
certain interactions with physicians
regarding unapproved new uses, and not to
Ieave certain printed materials regarding
unapproved new uses i-n physicians' offices.
These instructions were given in order to
avoid having thelr conduct relating to
unapproved new uses being detected by others;
in other words, with the intent to defraud.

k) The parties agree that, for purposes of
relevant conduct, the pecuniary gain to ISTA
for the period covered by Count I was
$13, 458, 334 .

COT'NT II:

a) Xibrom prescriptions were paid for by
federal heal-th care programs on a nationwide
basis.

b)ISTA and certain of its employees, act.i-ng
in their official- capacity as employees of
ISTA, came to a mutual understanding to try
to accomplish a common and unlawful plan to
offer and pay remuneration, directly and
indirectly, overtly and covertly, in cash and
in kind, to physicians to induce such
physicians Lo refer individual-s to pharmacies
f or the dispensing of t.he drug Xibrom, f or
which payments were made, in whol-e or in
part, under a Federal health care program.

c) With the intent to induce certain unnamed
physiclans to refer individuals to pharmacies
for the dispensing of the drug Xibrom,
certain ISTA employees, with the knowledge
and at the di-recti-on of ISTA/ of fered and
provided these physicians with free Vitrase,
another fSTA product.

-6-
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d) With the intent to induce certain unnamed
physicians to refer indivj-duals to pharmacj-es
for the dispensing of the drug Xibrom,
certai-n ISTA employees, with the knowledge
and at the direction of ISTA, made a
substantial monetary payment to a non-profit
entity associated with one of these
physicians, which ISTA believed to be a
personal benefit to that physician, and
provided other remuneration to other
physicians.

e) Wlth the intent. to induce certain unnamed
physicians to refer individuals to pharmacies
for the dispensing of the drug Xibrom,
certain ISTA employees, with the knowledge
and at the direction of ISTA/ offered such
physicians paid consulting or speaker
arrangements, pursuant to which such
physicians were compensated in excess of fair
market value of services received.

f) With the intent to induce certain unnamed
physicians to refer individuals to pharmacies
for the dispensing of the drug Xibrom,
certain ISTA employees, with the knowledge
and at t.he direction of ISTA, invited such
physicians to participate in certain advlsory
board meetingis whlch were intended to be
marketingi opportunities and provided such
physicians remuneration in excess of fair
market value of services received.

5. The defendant al-so admits the facts set forth in the

parties' "Agreed Statement of Facts", attached hereto as Exhibit

B, and agrees that such Aqreed Statement of Facts is incorporated

herein by reference.
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III.

6. The defendant

but is not bound by the

Act of 1984) .

SENTENCING GUIDELINES

understands that the Court musL consider

Sentencing Guidelines (Sentencing Reform

1. The government and the defendant agree that the sentence

wilI be calculated i-n accordance with Chapter B of the Sentencing

Guidelines Manual, and Part BC2 thereof, which pertains t.o the

Sentenci-ng of Organizations other than those that operate

primarily for a cri-minal purpose.

COTINT I:
B. As to Count It the government and the defendant ag-ree

that, pursuant to Sentencing Guidelines Sections BA1.1t BAL.2,

BCZ.L, and 8C2.4(a) (2), the base fine amount is determined by the

pecuniary gain to the organization from the offense.

BASE FTNE AMOT'NT

9. The government and the defendant agree that the

pecuniary gain to the organization from the offense, and thus the

Base Fine Amount, is $13,458,334.

CULPABILITY SCORE

10. The government and the defendant agree that, pursuant to

Sentencing Guidelines Section 8C2.5, the defendant's Culpabillty

-B-
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Score is 6, calcul-ated as f ollows :

Section 8C2.5(a): Base Culpability Score of 5;

Section 8C2.5 (b) (3) (A) (i) : a 3-Ievel increase
is applied based on the fact t.hat ISTA had
2OO or more employees, and that an individual
within high-Ievel personnel participated in,
condoned r or was wil-Ifully ignorant of the
offenses;

a.

b.

Section 8C2.5 (g) (2) : a 2-l-evel decrease is
applied based on the fact that ISTA fu11y
cooperated in the investigation and clearly
demonstrated recognition and affirmatj-ve
acceptance of responsibility for its crimj-nal-
conduct.

MTNIMT'M AT{D }IA:(I![(n{ MULTIPLIERS

The government and the defendant agree that, pursuant to

Sentencing Guidelines Section 8C2.6, the minimum and maximum

multipliers corresponding to a Culpabillty Score of 6 are a

minimum multiplier of L.20, and a maximum multip1ier of 2 .40 .

MINIMUM AIiID }'A:(IMUM E INE

12. The government and the defendant agree that/ pursuant to

Sentencj-ng Guidelines Sectj-on 8C2.7 (a) , the minimum of the

Guideline fine range is the product of the base fine ($13,458,334)

and the minimum multiplier (7.20) . The minimum of the Guideli-ne

fine range is therefore $16,1-50,000.

13. The government and the defendant agree that, pursuant t.o

Sentencing Guj-delines Section BC2.'l (b) | the maximum of the

-9-
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Guideline fine ranqe is the product of the base fine ($13,458,334)

and the maximum multiplier (2.40). The maximum of the Guideline

fine range is therefore $32,300,000.

L4. Accordingly, the Sentencing Guidelines fine range for

Count I is $16,150,000 to $32,300,000.

Count II:
15. As to Count II, the government and the defendant agree

that, pursuant t.o Sentencing Guidelines Sections 8A1.1 , 8A7.2,

BC2.L, and 8C2.4(c), the base fine amount shall not be determined

by the pecuniary gain or l-oss to the organLzation from the offense

due to the fact that the calculation of either pecuniary gtai-n or

pecuniary loss wou1d unduly complicate and prolong the sentencingr

process.

L6. Notwithstandlng the above calculations, it is the

agreement of the parties, pursuant to Rul-e 11(c) (1) (C) of the

Federal Rules of Criminal Procedure, that. the Court at the time of

sentence impose the minimum fj-ne of $16,1501000 on Count I, and

the statutory maxj-mum fine of $500,000 on Count II

government agrees that it wil-l- not seek a separate restitution
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order as to ISTA as

parties also agree,

consideration for the

owner, Bausch +

part of the resolution of this case. The

pursuant to Rul-e 11 (c ) ( 1 ) (C ) , that, in

defendant's intention, through its currenL

Lomb Incorporated ("B+L"), to execute,

simult.aneously with the executlon of this document, a document

entitl-ed "Compliance and Ethics Program and Certificationsr " a

copy of whlch is attached hereto as Exhibit C, the government will

recommend that the Court not impose a term of probation as part of

the sentence.

1,1 . The government and the defendant agree that, if, at the

time of sentencinq, or Lf, after reviewing the Presentence

Investigation Report ("PSR"), assuming one is prepared (see infra

para.25), the Court rejects this Plea Agreement, the parties wilI

be rel-ieved of their other obligations under this PIea Agreement,

and the defendant shall then be afforded the opportunity to

withdraw its guilty pleas.

18. The government and the defendant agree that the

Compliance and Ethics Program and Certifications, Exhibit Cl

executed by defendant's current owner, B+L, is an integral part of

this Plea Agreement.

- 11-
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19. The qovernment and the defendant retain the right to

withdraw from this Plea Agreement, and t.his Pl-ea Agreement wil-l- be

nul-l and void if such right to withdraw is executed, if the civil

settlement agreement (see infra Section IX) and the Compliance and

Ethics Program and Certification (Exhibit C) are not executed

prior to the fillng of the fnformation.

20. With respect to the charges set forth in Paragraph 1 of

the PIea Agreement, the defendant agirees that: (a) lt is not a

"prevai-1ing party" within the meaning of the "Hyde Amendment"

(Title 18, United States Code, Section 3006A note), and therefore

will not fil-e any clalm under such law; and (b) it will not assert

any claim under the Double Jeopardy Cl-ause of the Fifth Amendment

to the United States Constitution.

2L. Defendant ISTA also waives al-l- rights, whether asserted

directly or by a representative, to request or receive from any

department or agency of the United St.atesr dfly records pertaining

to the investigation or prosecution of this case, including

without 1j-mitat j-on, any records that may be sought under the

Freedom of Information Act, (Title 5, United States Code, Section

552, et. seg.)r or the Privacy Act (Title 5, United States Code,

Section 552a, €t. seq.).

-72-
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IV. STATUTE OE LIMITATIONS

22. The defendant acknowledges that it has previ-ous1y

entered into a tolling agreement relative to the appl-icable

statute of limitations in this matter, and agrees that the

criminal conduct set forth herein is timely charged. The

defendant acknowl-edges that defendant's current owner, B+L, also

entered into a tolling agreement relative to the applicable

statute of limitations in this matter, and defendant agrees that

the criminal conduct set forth herein is timely charged. The

defendant knowingly waives its right to challenge the instant

gu11ty pleas and/or convj-ctions on the grounds of the statute of

l-imitations.

23. However, in the event the defendant's guilty pleas are

withdrawn, or convictions vacated, either pre- or post-sentence,

by way of appeal, moti-on, post-convi-cti-on proceeding, collateral

attack or otherwise, the defendant agrees that any charges

dismissed pursuant to thls Pl-ea Agreement shall be automatically

reinstated upon motion of the government and further agrees not to

assert the statute of l-imltations as a defense to any other

criminal offense involving or related to the introduction into

j-nterstate commerce of a misbranded drug or the offering of

illegal kickbacks, whi-ch is not time barred as of the date of this

Pl-ea Agreement. The parties recoqnize that two toll-ing agreements

- 13-
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have been entered - one by the government and defendant, and one

by the government and defendant's current owner, B+L, and

specifically agree that those t.olIing aqreements would contj-nue to

have force and effect. The waiver of the statute of limitations

defense shall be effective for a period of six months followi-ng

the date upon which the withdrawal of the guilty pleas or vacating

of the convictions becomes final.

V GOVERNMENT RIGHTS AI{D RESERVATIONS

24. The defendant. understands that the government has

reserved the right to:
a. provide to the CourL and, if applicable,

the Probation Office, all the
information and evidence in its
possession that the giovernment deems
relevant concerning the defendant's
backqround, history, and invol-vement in
the offenses charged, as well as the
circumstances surrounding the offenses
charged; and

b. respond at sentenclng to any statements
made by the defendant or on the
defendant's behal-f that are inconsi-stent
with the information and evidence
availabl-e to the government.

25. The government agrees not to oppose the defendant's

request that the PSR be waived in this case. The parties

understand and aqree that if the Court accepts the terms and

-14-
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conditions of the PIea Agreement pursuant to Rul-e 11(c) (1) (C) of

the Federal Ru1es of Criminal Procedure, the Court must either

impose the agreed sentence, or allow the defendant to withdraw its

guilty pleas and the government to withdraw from this Plea

Agreement.

26. Except as provided herein, the government agrees that,

other than the charges 1n the Information in this case, 1t wiII

not bring any other criminal charges against defendant ISTA, its

present and former parent companies, affiliates, divisions or

subsidiaries r oT their predecessors, Successors and assigns, fot

conduct which: (a) fa11s within the scope of the criminal-

investigation in the Western District of New York relating to

ISTA' s drugs; or (b) was known to the United States Attorney's

Office for the Western District of New York or t.he Consumer

Protection Branch of the Department of Justice as of the date of

the execution of this Plea Agreement, and which concerned the

sal-e, promotion or marketj-ng of fSTA's drugs in the United States.

21. The non-prosecution provisions of this Plea Agreement

are binding on the Office of United States Attorney for the

Western District of New York, the Consumer Protection Branch of

the Department of Justice, and the United States Attorney's

- 15-
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Offices for each of the other 93;udicial districts of the United

States. The non-prosecution provisions in this Plea Agreement are

not binding on the United States with respect to any

investigations of ISTA, its subsidiaries, affil-iates r ot parent

that are or may be conducted in the future by the Fraud Section of

the Crimina1 Division of the United States DepartmenL of Justice

regarding possj-ble violations of the Foreign Corrupt Practices Act

and related offenses in connectj-on with the sales and marketlng of

ISTA' s products to foreign customers. A copy of the letter from

the Assistant Attorney General-, Criminal Division, Department of

Justice to United States Attorney Wil-1iam J. Hochu1 , Jr .

authorizinq this Plea Agreement is attached hereto as Exhibit D.

28. The defendant understands that this PIea Agreement does

not bind any other government agency or any component of the

Department of Justice except as specified in paragraph 21, supra.

Eurther, the defendant understands that the government takes no

position relative to the proper tax treatment of any of the

payments made by the defendant pursuant to this Plea Agreement,

the civil- settlement agreement, or the Compliance and Ethics

Program and Certifications referenced in, and attached to, the

Plea Agreement as Exhibit C.

-1 6-
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29. The parties agree that this Pl-ea Agreement relates

so1e1y to the conduct of defendant ISTA prior to its acquisition

by B+L on June 6, 20L2. The government agrees that it has no

knowledge that B+L/ any current director or officer of B+L, or any

current. director or officer of ISTA, (all of whom were appointed

following BfL's acquisition of ISTA) , have committed any vi-olatlon

of criminal law relating to the marketing, promoti-on, or sal-e of

any of ISTA' s drugs.

30. The qovernment acknowledges that B+L has cooperated

fully with the qovernment's investigation of ISTA since B+L and

ISTA entered into an Agreement and Plan of Merger on March 26,

2072.

31. In recognition of these facts, the Department of Justice

agrees that it will not, in any context, assert or take the

position that, by virtue of these guilty pleas, either B+L, any

current director or officer of B+L, or any current director or

offlcer of ISTA, has viol-ated the Eederal Food, Drug, and Cosmetic

Act or the Anti-Kickback Statute, or that B+L has a "prior

history" of a criminal offense for purposes of determining

culpability and penalties under the Federal Sentenci-nq Guidelines

for Organizations.

-7't -
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VI. FINA}ICIAI PENATTY PROVISIONS

32. The defendant understands and agrees that the Court, at

the time of sentencing, may order that all monetary penalties

imposed at that time, (including any fine, restitutlon, or special

assessment imposed in accordance with the terms and conditions of

this Plea Agreement), are to be due and payable in ful-I

immediately and subject to immediate enforcement by the United

States. The defendant understands and acknowl-edges that any

schedule of payments imposed by the Court at the ti-me of

sentencing is merely a minimum schedu1e of payments and does not,

in any wdy, limit those methods avail-able to the United States to

enforce the judgment.

VII. APPEAL RIGHTS

33. The defendant understands that Title 18, United States

Code, Section 3142 affords a defendant a limited right to appeal

t.he sentence imposed. The defendant, however, knowingly waives

the right to appeal and coll-aterally attack any component of a

sentence imposed by the Court which fal-l-s within or is less than

the sentencing rangie for a fine set forth 1n Section III, above,

notwithstanding the manner in which the Court determines the

-18-
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sentence. In the event of an appeal of the defendant's sentence

by the government, the defendant reserves the right to argue the

correctness of the defendant.'s sentence.

34. The defendant understands that by agreeing not to

collaterally attack the sentence, the defendant is waiving the

right to challenge the sentence in the event that in the future

the defendant becomes aware of previously unknown facts or a

change in the l-aw which the defendant believes would justify a

decrease in the defendant's sentence.

35. The government waives its right to appeal any component

of a sentence imposed by the Court which falls within or is

greater than the sentencing range for a fine set forth in Section

III above, notwithstanding the manner in which the Court

determines the sentence. However, in the event of an appeal of

the defendant's sentence by the defendant, the government reserves

its right to argue the correctness of the defendant's sentence.

VIII. FORFEITURE PROVISIONS

36. As a condition of its plea

Information, the defendant consents

of guilty to Count I of the

to the entry of a forfeiture

- 19-
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money j udgment. in the amount of one mil-l-ion eight hundred and

fj-fty thousand dollars in United States currency ($1,850,000)

(hereinafter, the "Forfeiture Money JudgmertL"), pursuant to Title

2L, United States Code, Sections 334 and 853(p), and Title 28,

United States Code, Section 246I (c) . The Forfeiture Money

Judgment shall- be made payable to the "United States Marshals

Service" pursuant to wire instructions provided by the United

States. The Eorfeiture Money Judgment shall be paid at any time

prior to or on the date set for the taking of the guilty plea

and/or Sentencinq in t.his action.

37. If the Forfeiture Money Judgment is not paid prior to or

on the date set for the imposit.ion of sentence (The "Final Due

Date"), lnterest shall- accrue on any unpaid portion thereof at the

judgment rate of interest from that date. Further, if the

defendant fail-s to pay any portion of the Forfeiture Money

.Iudgment on or before the Final Due Date, the defendant consents

to the forfeiture of any other property up to the amount of the

Eorfeiture Money Judgment, pursuant to Tltle 2I, Unlted States

Code, Secti-on 853(p) , the Federal- Debt Collection Procedure Act,

or any other applicable law.

-20-
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38. The defendant agrees that the value of the quantities of

Xibrom which were misbranded in violation of Title 21, United

States Code, Section 331- totaled at least $1,850,000 in United

States currency. The defendant acknowledges and aqrees that the

quantities of Xibrom which were misbranded in violat.ion of Title

21, United States Code, Section 331 cannot be located upon

exercise of due diligence, or have been transferred or sold to, or

deposited wlth a third party, placed beyond the jurisdiction of

the Court, subsLantially diminished in value r or commingled with

other property which cannot be divided without difficulty.

Accordingly, t.he defendant agrees that the government is entitled

to forfeit as substitute assets any other assets of the defendant

up to the value of the now missing directly forfeitable assets/

pursuant to Title 21, United States Code, Section 853 (p) . The

government and the defendant agree that payment in full- of the

Forfeiture Money Judgment shall satisfy any and al-l- forfeiture

obligations that the defendant may have as a resul-t of this guilty

plea.

39. After the acceptance of the defendant's guilty p1ea, and

pursuant to RuIe 32.2 (b) (2 ) of the Federal- Rul-es of Criminal

Procedure, the Court will lssue a Prelj-minary Order of Forfej-ture.

The defendant hereby waives any right to notice of such

Preliminarv Order of Forfeiture. The defendant further consents

-2L-
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and. agrees that the Preliminarv Order of Eorfeiture and a Final

Order of Forfeiture shall- issue and become final as to the

defendant. at sentencing and agrees that it shall- be made part of

the defend.ant's sentence and incl-uded in the judgment pursuant to

Rule 32.2 (b) (4) of the Federal Rul-es of Criminal Procedure. The

defendant acknowfedges that the defendant understands that the

forfeiture of property is part of the sentence that may be imposed

in this case and waives any failure by the Court to advise the

defendant of this, pursuant to RuIe 11 (b) (1) (J) , at the time the

guilty plea is accepted. Forfeiture of the defendant's property

shall not be treated as satisfaction of any fine, restitution,

cost of imprisonment, or any other penalty the Court may impose

upon the defendant in addition to forfeiture.

40. The defendant agrees to fuIIy assist the government in

effectuating the payment of the Forfeiture Money Judgment. The

defendant agrees not to file or interpose any claim or to assist

others to file or interpose any cl-aim to any property against

which the government seeks to execute the Forfeiture Money

Judgment in any administrative or judicial proceedinq.

47. The defendant knowinqly and vol-untarily waives its right

to any required notice concerning the forfeiture of the assets and

monies forfeited hereunder, including notice set forth in an

-22-
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indictment or information. In addition, the defendant knowingly

and voluntarily waives its right, if dny, to a jury trial- on the

forfeiture of the assets and monies forfeited hereunder, and

waives all constitutional-, Ieqa1 and equitable defenses to the

forfeiture of said assets, including, but not limited to, any

defenses based on principles of double leopardy, the Ex Post Facto

clause of the Constitution, any applicable statute of limitations,

venue r or any defense under the Eighth Amendment, j-ncluding a

cl-aim of excessive f ines.

42. The defendant agrees that the forfeiture of the above

sum of money is not to be considered a flne or a payment on any

income taxes that. may be due.

The defendant also agrees that the properties listed

above are properly forfeitable to the United States pursuant to

Title 21, United States Code, Sections 334, 853(p) and Title 28,

United States Code, Section 246! (c) . The defendant further agrees

to fu11y assist the government in the forfeiture of the

aforementioned property and to take whatever steps are necessary

to pass clear title to the United States, i-ncluding, but not

Iimited to surrender of title and execution of any documents

necessary to transfer the defendant's interest in any of the above

43
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property to

government.

the United States, ds deemed necessary by the

IX. RESOLUTION OF CIVIL ACTIONS FILED PURSUAI{T TO

THE QUI TAM PROVISIONS OT THE FAISE CI,AIMS ACT
31 u.S.C. SECTTONS 3729-31

44. The defendant acknowledges that it has request.ed a

91oba1 resolution in order to address civil liability issues

relating to the acts i-nvolved in this criminal action, including

resolution of two civil actions filed under seal in this District

pursuant to the qui tam provisions of the Fal-se Claims Act, Title

37, Unit.ed States Code, Sections 3129-3L.

45. The parties acknowledge that, in conjunction with the

instant criminal resolution, the defendant wil-l- enter into a

sett.lement agreement with the United States resolving the sealed

sui tam actions (07-CV-872A and 1l--CV-367) .

46. The defendant waives and agrees not to assert in any

civil lawsuit arising from the conduct which gave rise to the

criminal charges that are the subject of this Plea Agreement, any

defense based on the doubl-e jeopardy or excessive fines clauses of

the United States Constitution.
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X. TOTAL AGREEMENT A}TD AE'FIR}IATIONS

47. This Plea Agreement represenLs the total agreement

between the parties (other than the tolling agreements) . There

are no promises made by the parties other than those contained in

this Pl-ea Agreement. This Plea Agreement supersedes any other

prj-or agreements, written or oraf, entered into between the

parties.
WILL]AM
Uni t ed

BY:

Assistant U. S. Attorney

Dated: May 23 , 2ol3

MICHAEL S. BLUME
Director
Consumer Protection

P.Y.

Consumer Protection Branch
U.S. Department of Justice

'/1Dated:May Il,2oI3

The corporate defendant, ISTA PHARMACEUTICALS, INC., by its

attorneys, Paul E. Kalb, Esq. and Kristin Koehl-er, EsQ. of Sidley

Austin LLP, Alice Eisher, Esq. of Latham & Watkins, and Generaf

Counsel Robert Bailey, Esq., and by a vote of t.he Board of

Directors, a copy of which resolution is attached hereto and

marked Exhibit A, hereby agrees to aII the terms of this PIea

Furthermore, the defendant, ISTA PHARMACEUTfCALS,

J. HOCHUL JR.
States Attorney
District- of New York

Branch
Justice

JEFtrRE,lf I. /STEGER
Asslstant Director

AgreemenL

-25-
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INC., acknowledges that all the terms of this Plea Agreement,

which consists of 26 pages, have been explained to the Board of

Directors. The defendant has had a fuII opportunity to discuss

this PIea Agreement. with its attorneys. The defendant

acknowledgres that this Pfea Agreement represents the total

agreement reached between itself and the qovernment (as that term

is defined on page I, supra). The defendant corporation agrees

that no promlses or representations have been made to the

corporation or any representative of the corporation by the

government(as that term is defined on paqe 7, supra), other than

what is contained in this Plea Agreement. The defendant

corporation understands all of the consequences of its pleas of

guilty to Counts I and II of the Information. The defendant

corporation ful-Iy agrees with the contents of this Plea Agreement.

The defendant corporation is signing this Plea Ag:reement

voluntarJ-1y.

] STA . PHARMACEUT] CALS,
BY: DENrS A. POLYN,
President
ISTA Pharmaceuticals,
Defendant

Dated: May lO , 2013

0.

TnC

SidIey
Counsel

KALB, ESQ.
Austin LLP
for Defendant ISTA

Dated: May l), 2073

Latham & Watkins
Counsel for Defendant ISTA

Dated: May l7 , 2073

ISTIN RAHAM KO R, ESQ.

rSTA
dley ustin LLP
unsel for Defendant

ALICE S.
Latham &

Counsel

Dated: May /'l , 2073

-26-
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WRITTEN CONSENT OT'TTIE SOLE DIRECTOR
OF ISTA PIIARMACEUTICALS, INC.

WHEREAS, ISTA Pharmaceuticals, Inc. ('ISTA") has been engaged in
discussions with representatives ofthe United States govemment (including the Office of
the United States Attomey for the Western District of New York, the U.S. Department of
Justice Consurner Protection Branch, the U.S. Departrnent of Justice Civil Division, and

the Office of the Inspector General of the U.S. Departnent of Health and Human
Services), and representatives of various States, conceming investigations of ISTA's
conduct with regard to Xibrom, and a proposed resolution of those investigations;

WHEREAS, the sole Director of ISTA (the "Sole Director") has discussed with
counsel the investigations and the proposed resolution thereof on the temts and

conditions set forth in the foltowing documents, and counsel has advised tle Sole

Director of the Company's legal rights, and the Sole Director has reviewed these

documents: Plea Agreement (Exhibit A hereto), Agreed Statement of Facts (Exhibit B
hereto), Civil Settlement Agreement (Exhibit C hereto), State Settlement Agreement
(Exhibit D hereto), and Divestiture Agreement @xhibit E hereto);

WHEREAS, the Sole Director has determined that resolution of the investigations

on the terrns and conditions discussed with counsel and contained in the documents

attached as exhibits hereto would be in the best interest of ISTA;

NOW THEREFORE, BE IT:

RESOLVED, that the offrcers of ISTA (specifically including Denis A. Polyn,

Esq.), and ISTA's outside counsel, are hereby direccd and authorized to sign and enter

into on behalf of ISTA the Plea Agreement substantially in the same form as reviewed by
the Sole Director and attached hereto as Exhibit A, and to enter g"ilty pleas on behalf of
ISTA as required by the Plea Agreement;

RESOLVED, that the officers of ISTA (specifically including Denis A. Polyn,

Esq"), and ISTA's outside counsel, are hereby directed and authorized to sign and enter

into on behalf of ISTA the Civil Settlement Agreement substantially in the same form as

reviewed by the Sole Director and attached hereto as Exhibit C, settlement agreements

with individual States as contemplated by the Civil Settlement Agreement (Exhibit C

hereto) and the State Settlement Agreement (Exhibit D hereto), and the Divestiture

Agreement substantially in the same form as reviewed by the Sole Director and attached

hereto ad Exhibit E;

RESOLVED, that the officers of iSTA, and ISTA's outside counsel, are hereby

utthoizpd.to take such other actions as may be required by ISTA pursuant to the

documents attached to this Resolution or deemed neressary'or appropriate to carry out

the intent of the foregoing resolutions and that all steps heretofore taken to effect the

purposes of the foregoing resolutions are hereby approved ratified, and confirmed-
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IN WITNESS WHEREOF, the undersigned has caused this consent to be executed and

directs that it be filed with the minutes of the proceedings of the Board of Directors of the

Company.

Dated: May!)2A13

Denis A. Polyn, Sole Director

23256596v1
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EXHIBIT B

AGREED STATEMENT OF FACTS

General Faets

1. Defendant ISTA PHARMACEUTICALS, INC. ("ISTA") was a Delaware
corporation with its principal place of business located in Irvine, California.

2. Defendant ISTA was engaged in the licensing, development, promotion, and sale
of pharmaceutical drugs intended for human use, including the drug Xibrom.

3. Defendant ISTA promoted and sold Xibrom throughout the United States,
including in the Western District of New York. Xibrom was prescribed by physicians and
dispensed by pharmacies throughout the United States, including in the Western District of New
York.

4. On May 24,2004, defendant ISTA submitted a New Drug Application seeking
approval of a drug called Xibrom (also known by the chemical name bromfenac) ophthalmic
solution for the treatment of postoperative inflammation and for the reduction of eye pain and
photophobia in patients who have undergone cataract extraction.

5. On March 24,2005, the FDA approved Xibrom for the treatment of postoperative
inflammation in patients who have undergone cataract extraction. The approved product label
stated that dosage was one drop of Xibrom to the affected eye(s) two times daily beginning24
hours after cataract surgery and continuing through the ftst 2 weeks of postoperative period.
The approved product label included the following precautions: "A11 topical nonsteroidal anti-
inflammatory drugs (lt{SAIDs) may slow or delay healing.... In some susceptible patients,
continued use of topical NSAIDs may result in epithelial breakdown, comeal thinning, corneal
erosion, corneal ulceration or comeal perforation. These events may be sight threatening.
Patients with evidence of corneal epithelial breakdown should immediately discontinue use of
topical NSAIDs and should be closely monitored for corneal health."

6. The initial retail trade package of Xibrom approved by FDA was 5.0mL of the
Xibrom solution product.

l. The initial physician's sample size of Xibrom approved by FDA was 2.5mL of the
Xibrom solution product.

8. On July 14, 2005, defendant ISTA submiued a supplemental New Drug
Application for the use of Xibrom for the reduction of ocular pain in patients who have
undergone catar act extraction.

9. On January 27,2006, the FDA approved Xibrom for the reduction of ocular pain
in patients who have undergone cataract extraction. The approved product label contained the
same dosage and precautions as approved on March 24,2005.
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10. On or around February 14,2006, defendant ISTA submitted a supplemental New
Drug Application seeking approval of 1.0mL physician's sample size of the Xibrom solution
product.

11. On or around March l, 2006, defendant ISTA launched a retail trade package of
2.5mL of the Xibrom solution product.

12. On June 13,2006,the FDA approved defendant ISTA's supplemental New Drug
Application for a 1.OmL physician's sample size of the Xibrom solution product.

13. On December 4,2008, defendant ISTA submitted a supplemental New Drug
Application for the use of Xibrom for the treatment of ocular inflammation and pain associated
with refractive surgeries.

14. On May 4, 2010, the FDA denied defendant ISTA's supplemental New Drug
Application to extend the use of Xibrom for the treatment of ocular inflammation and pain
associated with refractive surgeries. FDA informed ISTA that: "The submiued references do not
support the extrapolation of clinical studies using a non-steroidal anti-inflammatory in cataract
surgery to postoperative inflammation and pain in all ocular surgeries.... In summary, adequate
and well controlled studies have not been conducted with bromfenac ophthalmic solution which
demonstrate efficacy in the treatment of ocular inflammation and pain associated with refractive
surgeries."

15. At no time did the FDA approve Xibrom for any of the following uses: the
treatment of ocular inflammation or pain associated with refractive surgeries; the treatment of
ocular inflammation or pain associated with glaucoma surgery; or the prevention or treatment of
cystoid macular edema.

16. On or about November 16,2005, defendant ISTA contacted FDA's Division of
Drug Marketing, Advertising and Communications ("DDMAC") asserting that fCompany A]'s
promotion of [Drug A] was in violation of the law. ISTA stated that [Company A] "is engaging
in a significant nationwide campaign to promote [Drug A] for a variety of indications for which
the drug is not approved by the FDA." Specifically, ISTA asserted that [Company A] was
promoting [Drug A] for use in treatment of CME, PRK and Lasik. ISTA noted that "depicting
the retina ... for [Drug A] implies that the drug is approved for use in posterior segment eye
diseases such as cystoid macular edema (CME).... However, no posterior chamber indications
are approved for [Drug A]." ISTA also asserted that [Company A] used an "uffestricted
educational grant" to promote lDrug A] for refractive patients, which was also an unapproved
use. ISTA concluded: "[Company A] has engaged, and is continuing to engage, in a widespread
and substantial marketing campaign to promote their product lDrug A] for various indications
for non-cataract surgery related, posterior chamber conditions, none of which is approved by the
FDA."

17. On or about February 14, 2006, defendant ISTA contacted FDA's DDMAC
asserting that a sales aid by [Company A] was in violation of the law. ISTA stated that the
headline and graphic used by [Company A] "show a clear intent by [Company A] to promote
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[Drug A] for treatment of diseases of the posterior chamber and retina." ISTA concluded: "the
mere fact the sales aide [sic] discusses [Drug A]'s eflectiveness in the vitreous humor violates
the new drug provisions since the product is not approved for any posterior chamber indication."

18. On or about July 10, 2006, defendant ISTA contacted FDA's DDMAC asserting
that an advertisement on [Company A]'s website "continues [Company A]'s ongoing campaign
... to demonstrate that [Drug A] penetrates the vitreous and is efficacious for retinal and other
posterior chamber indications." ISTA asserted that these uses were not within [Drug A]'s
approved label, and urged the FDA "to take immediate action to compel [Company A] to cease

its violative promotional activities."

19. On or about October 26,2006, defendant ISTA contacted FDA's DDMAC and
identified a new [Company A] advertisement "whose single purpose is to tout the use of [Drug
Al for cystoid macular edema, a condition of the retina for which [Drug A] is not approved."
ISTA considered the advertisement as "touting off label uses of [Drug A]" and urged the FDA to
act-

20. On or about November l, 2006, defendant ISTA contacted FDA's DDMAC
asserting that a journal advertisement by [Company B] with respect to its NSAID medication,

[Drug B], was misleading. ISTA wrote that [Company B] was promoting [Drug B] for "ocular
surgery" when the drug was only approved for use following a specific type of surgery. ISTA
asserted that the advertisement was "misleading" because it "broadens the scope of the indication
for [Drug B]" and implied that the drug was effective for "any and all ocular surgeries" while its
approved indication was "only a small subset." ISTA urged the FDA to investigate and take the
appropriate action.

21. On or about December 14, 2006, defendant ISTA contacted FDA's DDMAC
complaining about an "equally violative joumal ad." ISTA asserted "[a]lthough [Company B] is
using human data to support its claim, the human data studied was in patients undergoing

[different treatments]. [Drug B] is not approved for this use. Therefore, the advertisement is
false and misleading as it presents efficacy data and comparison data for an off-label use." ISTA
also asserted that the advertisement was false and misleading because the advertisement
presented "dosage and administration not contained in the FDA approved package insert."
According to ISTA, the advertisement recommended use of [Drug B] pre-operatively, while the
dosage and administration section of the approved product label only referenced postoperative
use.

22. Federal health care programs paid for Xibrom prescriptions nationwide.
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Count I
Conspiracy to Introduce a Misbranded Drug in Interstate Commerce
with Intent to Defraud or Mislead
(18 U.S.C. $ 371; 21 U.S.C. $$ 331(a),3s2(0(1) and 333(a)(2))

23. Defendant ISTA and certain of its employees, acting in their official capacity as

employees of ISTA, came to a mutual understanding to try to accomplish a common and
unlawful plan to introduce a misbranded drug in interstate corlmerce with the intent to defraud
or mislead using the means described in this section.

24. Beginning in or about September 2005 and continuing until in or about November
2010, some ISTA employees, with the knowledge and at the direction of some members of
ISTA's management team, promoted Xibrom to physicians throughout the United States,

including physicians in the Western District of New York, for uses other than its FDA approved
uses. The new intended uses for which Xibrom was promoted by certain ISTA employees
included: post Lasik surgery; post Photorefractive Keratectomy ("PRK") surgery; post glaucoma
surgery; post Selective Laser Trabeculoplasty ("SLT") surgery; and following surgeries
performed with YAG lasers. Xibrom was also promoted by certain ISTA employees for
treatment and prevention of conditions associated with the retina (i.e., the back of the eye), such

as cystoid macular edema. Some ISTA employees promoted Xibrom for these non-FDA
approved uses based on directions and financial incentives from ISTA.

25. In or around November 2005, some of defendant ISTA's employees discussed the
introduction into the market of a smaller size of Xibrom - 2.5mL - in order to broaden sales of
Xibrom for short term use, such as after Lasik surgery. Use of Xibrom after Lasik surgery is a
use not approved by FDA.

26. In or around December 2005, an ISTA employee prepared a presentation

including a "Trade Plan" for Xibrom that stated that the "introduction of a 2.5mL provides

opportunity to pursue 'short-term' treatments (i.e., LASIK) : 50o/o of the Xibrom market
opportunity."

27. Beginning in or around February 2006, defendant ISTA distributed continuing
medical educational materials to physicians throughout the United States, including physicians in
the Western District of New York. In some cases, ISTA employees used some of these materials
to promote Xibrom for uses not approved by FDA. Certain ISTA employees, with the
knowledge and at the direction of ISTA, also sponsored and actively participated in providing
continuing medical education programs to promote Xibrom for uses that were not approved by
the FDA as safe and effective.

28. On or about April 28, 2006, one of defendant ISTA's employees informed a

pharmaceutical industry analyst that Xibrom's smaller size "is short term use (post-Epi Lasik
surgery)" and the original 5.0mL size package of Xibrom was used for "cataracts and CME

[cystoid macular edema]." The use of Xibrom for post-Epi-Lasik surgery and for cystoid
macular edema was not approved by FDA.
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29. On or about August 7,2006, a presentation for defendant ISTA's Sales and

Marketing Leadership Team noted, referring to cystoid macular edema: "If you can treat it, you

can prevent it!" The presentation concluded: "Tying it all together in a promotional message -
The New Sales Aid.... Quickly knocking out prostaglandins in the anterior chamber helps

resolve inflammation and prevent CME. If you can effectively treat CME, you can prevent

CME." However, the presentation did not include an examination or results explicitly related to

the effectiveness of Xibrom to prevent cystoid macular edema.

30. On or about October 8,2A06, one of defendant ISTA's employees e-mailed other

employees asking them to invite physicians to listen to a lunch teleconference in which a speaker

hired by ISTA "will cover many topics concerning Xibrom including surgical and off-label uses.

Let's make sure we can get maximum impact with this program and target our physicians wisely
for this excellent opporhrnity."

31. Beginning in or around December 2006, defendant ISTA paid for and distributed

to physicians post-operative instruction sheets for uses of Xibrom not approved by FDA,
including use after Lasik, PRK, and Pterygium surgeries.

32. On or about January 5, 2007, one of defendant ISTA's employees stated that he

and another employee "closed a deal with [Physician Laser Practice] and 7 individual Centers

that will have the centers converting to Xibrom for PRK and Lasik. This became effective

January 1,2007. Estimated 650+ new prescriptions per month for the various centers."

33. On or about February 16,2007, one of defendant ISTA's employees e-mailed

other employees an attachment "created to help the TM's fSales Representatives] understand the

'real' opportunity for Xibrom on a daily basis." The attachment identified a significant number

of uses for Xibrom not approved by FDA, including use after Lasik, PRK, glaucoma, SLT, and

YAG surgeries, and use in connection with conditions associated with the retina, such as cystoid

macular edema.

34. On or about February 27,2007, some of defendant ISTA's employees attended a

'oPlan of Action" meeting and were instructed to promote Xibrom for a number of uses not

approved by FDA, including use after refractive surgery such as Lasik, PRK, glaucoma, SLT,

and YAG surgerieg, and use in connection with conditions associated with the retina, such as

cystoid macular edema.

35. On or about February 27,2007, one of defendant ISTA's employees presented a

slide deck titled "Pre-Call Planning & Product Positioning for Sales Impact" to other employees.

The presentation identified a number of uses for Xibrom not approved by FDA, such as

refractive, cystoid macular edema, allergy, and abrasions. These unapproved uses and others

were termed'oPots of Gold." The presentation ended with a series of slides which asked "What's
in it for me?" and answered "Financial Rewards, Recognition, Stock Growth, Job Satisfaction,

Company Growth, [and] Promotion?"

36. On or about August 6, 2007 , one of defendant ISTA's employees e-mailed other

employees and stated that "I would like to see us sign a contract with [Physician Laser Practice]
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for their Refractive Business." One employee responded "Good idea regarding fPhysician Laser

practice].,, Another employee respondid "on the [Physician Laser Practice] contract[.] Go for

it. What's in your way. You got ball."

37. On or about September 14,2007, one of defendant ISTA's employees e-mailed

other ISTA employees and siated: "The obvious challenge is that most of [Physician Laser

practice] is about Lasik. Some pRK. We are not indicated for Lasik and there is very liule pain

or inflammation."

38. In or around October 2007, defendant ISTA agreed to give $5,000 to sponsor a

golf outing for physicians affiliated with [Physician Laser Practice], an orgartization that

f,rimarity io"6"d on laser eye surgery. On or around October 25,2007, defendant ISTA's

general ledger included an entry of $5,000 for a o'US EDUCATIONAL GRANT [Physician

Lur.. Practicel LASER EYE." This money was used to fund the golf outing'

39. On or about November 12,2007, one of defendant ISTA's employees e-mailed

other employees and informed them that the cystoid macular edema "study was a physician

initiated trial.... We do not plan to pursue the indication at this point...."

40. On or about January 11, 2008, one of defendant ISTA's employees e-mailed other

employees and stated: "Beginning in February, [Physician Laser Practice] in Richmond will be

addiing Xibrom into all rasit Procedures. This is a satellite office of [Physician A]' This will
equatJ to 80 plus Rxes on a monthly basis for my territory, the district and the region. A11 of
these Rxes will be written for the 5 ml bottle with a refill." A senior executive of ISTA

responded "yott anaze me (in a good way)!!! Congratulations'"

41. On or about January 15, 2008, one of defendant ISTA's employees e-mailed other

employees and informed them that three doctors "have all updated their Refractive Regimens

tsic] to include Xibrom. Please see attached instruction sheet.... Who will be the next to take

advantage of this unique selling opportunity?"

42. On or about January 15, 2008, some of defendant ISTA's employees attended a
o'plan of Action" meeting and were instructed to "close for something on every call." Included

as examples of uses to close on were post-Lasik, glaucoma, SLT, and PRK surgeries, none of
which were FDA-approved uses.

43. On or about January 15, 2008, one of defendant ISTA's employees e-mailed

another employee and described how, based upon training the employee received from a
manager, the employee convinced two ophthalmologists to prescribe Xibrom for three days pre-

operaiively and up to six weeks post-operatively to prevent cystoid macular edema, a use not

approved by FDA.

44. On or about January 15, 2008, one of defendant ISTA's employees e-mailed other

employees and informed the employees with a laser eye center in their district that they "should

have visited these accounts and provided a status report to your [district manager] by that day.

6
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This report should include details and a profile of the OD's and MD's involved. What the Center

is currently using and why and of course your goals going forward plus any needs from me...."

45. Some ISTA employees were told by management not to memorialize in writing

certain interactions with physicians regarding unapproved new uses, and not to leave certain

printed materials in physiclans' offices relating to unapproved new uses. These instructions were

gir"r, in order to avoid having their conduct relating to unapproved new uses being detected by

others; in other words, with the intent to defraud.

Count 2

Conspiracy to Violate the Anti-Kickback Statute
(18 U.S.C. $ 371; 42 U.S.C. $ 1320A-7B(bX2XB))

46. Defendant ISTA and certain of its employees, acting in their official capacity as

employees of ISTA, came to a mutual understanding to try to accomplish a common and

""ta*i"t 
plan to offer or pay remuneration, directly or indirectly, overtly or covertly, in cash or

in kind, io physicians to induce such physicians to refer individuals to pharmacies for the

dispensing oit6" drug Xibrom, for which payment was made in whole or in part under a Federal

treatttr care program, using the means described in this section.

47. With the intent to induce certain unnamed physicians to refer individuals to

pharmacies for the dispensing of the drug Xibrom, certain ISTA employees, with the knowledge

and at the direction of d"f"rrdant ISTA, offered and provided these physicians with free Vitrase,

another ISTA product.

a. on or about September 21,2006, one of defendant ISTA's

employees e-mailed another employee and included an attachment noting

thai one way of "Growing the Business" was to use Vitrase as "Leverage

for Xibrom."

b. On or about November 21,2006, one of defendant ISTA's

employees sent an e-mail with an attachment that included a "Proposal to

leverage Vitrase for Xibrom" to other ISTA employees. The proposal

"outlines the financial justification to leverage Vitrase in order to gain a

significant amount of Xibrom business" from [Physician B]'s practice. In

the first scenario, ISTA proposed giving free Vitrase to doctors in

exchange for prescriptions of Xibrom. In the second scenario, ISTA

propor"d offering Vitrase at a discount if the doctor's practice
;.convert[ed] all NSAID Rxs to Xibrom." According to the proposal,

"scenario 2 is best and what [we] want to sell them. However, even worst

case scenario I is a BIG WIN for ISTA!"

c. on or about February 6,2007, defendant ISTA distributed

free Vitrase to [Physician B]'s practice.
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d. Between on or about March 5, 2007, and on or about

september 10,2007, defendant ISTA distributed 17 shipments of free

Vitrase to [Physician B]'s practice.

e. on or about January 22, 2007, one of defendant ISTA,s

employees e-mailed other ISTA employees proposing to discount Vitrase

for-more prescriptions of Xibrom from [Physician's Practice]: "Net Net

Discount vitrase by about $5500.00 to make $35,000 on Xibrom. I'm
okay with this. Your thoughts?" The recipient of this e-mail responded

that same day: "Looks good to me, if it does to you!"

f. on or about January 31,2007, defendant ISTA distributed

six vials of free Vitrase to [Physician's Practice].

g. Between in or around January 2007 and in or around

September 2007, defendant ISTA shipped more than 3,500 vials of free

Vitrase to physician practices throughout the United States to induce such

physicianslo refer individuals to pharmacies for the dispensing of the drug

Xibrom.

48. With the intent to induce certain unnamed physicians to refer individuals to

pharmacies for the dispensing of the drug Xibrom, certain ISTA employees, with the knowledge

and at the directio, oi d"f"ndant ISTA, made a substantial monetary payment to a non-profit

entity associated with one of these physicians, which ISTA believed to be a personal benefit to

that physician, and provided other remuneration to other physicians, as described herein.

a. On or about October 3,2007, one of defendant ISTA's
executives e-mailed other employees informing them of a monetary

payment to sponsor an event of a non-profit group associated with

iphysician c], and stating: "Lets make this work for us." one of ISTA',s

employees e-mailed another employee and stated the belief that "the cost

of doing business with [the physician] to get all the nsaid business"

included, among other things, "$50,000 for a sponsored meeting [the
physician] is personally connected to[.]"

b. On or about January 9,2008, defendant ISTA paid $50,000

to sponsor an event of a non-profit group associated with [Physician C]

with the intent to induce such physician to refer individuals to pharmacies

for the dispensing of the drug Xibrom.

c. Between in or around June 2007 and in or around

November 2008, defendant ISTA provided remuneration in the form of a
golf outing and a wine tasting reception to physicians in order to induce

such physicians to refer individuals to pharmacies for the dispensing of the

drug Xibrom.
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49. With the intent to induce certain unnamed physicians to refer individuals to
pharmacies for the dispensing of the drug Xibrom, certain ISTA employees, with the knowledge

and at the direction of defendant ISTA, offered such physicians paid consulting or speaker

arrangements, pursuant to which such physicians were compensated in excess of fair market

value of services received.

a. Beginning in or around December 2005, defendant ISTA
provided $20,000 in purported research grants, and additional

remuneration to [Physician D] with the intent to induce [Physician D] to
refer individuals to pharmacies for the dispensing of the drug Xibrom. For

example, as a result of ISTA's efforts to create speaking opportunities for
him, [Physician D], in the words of an ISTA employee, "committed .-. to
switching all of his cataract patients ... to Xibrom." In the aggregate, the

compensation to [Physician D] was in excess of fair market value for
services received.

b. With the intent to induce certain unnamed physicians to

refer individuals to pharmacies for the dispensing of the drug Xibrom,
certain ISTA employees, with the knowledge and at the direction of
defendant ISTA, invited such physicians to participate in certain advisory

board meetings which were intended to be marketing opportunities and

provided such physicians remuneration in excess of fair market value of
services received. For example:In or around September 2005, an ISTA
employee emailed a manager, o'urgently requesting" that his *#l and #2

NSAID prescribers, [Physician E and Physician F]," be invited to
participate in an ISTA advisory board panel. The ISTA employee

explained that it was "a critical time in converting their nsaid business,

and I think both doctors see participating with ISTA on a higher level as

part of the deal." The ISTA manager responded "DONE!" In or around

February 2007, one of defendant ISTA's employees wrote a "Strategic

Plan for 2007- for his/her Region which identified the following strategy:

"We continue to seek ways to Maximize our Opportunities by insuring the

greatest ROI [return on investment]. History has proven that Advisors
Meetings are an excellent program that supports our sales efforts. I expect

that this most recent Advisors Meeting in NYC will exceed our

expectations in market share growth throughout 2007."

c. In early 2008, defendant ISTA invited [Physician G], who
practiced in the Westem District of New York, to attend a market research

meeting in Florida. [Physician G] attended the meeting, which ISTA
intended to be a marketing opportunity and provided the physician

remuneration in excess of fair market value of services received.

d. On or about Aprrl 25, 2007, one of defendant ISTA's
employees e-mailed another ISTA employee and stated: "The NYC ad
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board strikes again!" The sender proceeded to detail how a physician who

attended an Advisory Board meeting agreed to switch his prescriptions 1o

Xibrom and further stated: "Once again, a large Xibrom conversion on the

heels of the NYC advisory board."

10

Case 1:13-cr-00099-RJA   Document 3   Filed 05/24/13   Page 40 of 50



Case 1:13-cr-00099-RJA   Document 3   Filed 05/24/13   Page 41 of 50



EXHIBIT C

COMPLIANCE AND ETHICS PROGRAM AND CERTIFICATIONS

After the conduct at issue and prior to entering its plea of guilty, ISTA Pharmaceuticals,

Inc. ("ISTA") was acquired by Bausch + Lomb Incorporated ("8+L"). As the owner of ISTA,
B*L agrees to the provisions set forth in this Addendum to the Plea Agreement.

I. Compliance and Ethics Program

B+L has in place and will maintain a Compliance and Ethics Program, which governs

B*L's United States Pharmaceutical Business. The Compliance and Ethics Program consists of
a Chief Compliance Officer who reports to both the Chief Executive Officer of the Corporation
and the Board of Directors, a Functional Compliance Committee comprised of senior executives,

a comprehensive set of policies and procedures governing the conduct of its employees, a

training program focused on the company's compliance policies and procedures, a hotline to

allow employees to report potential violations of law or the company's compliance policies and

procedures, an anti-retaliation policy, and a monitoring and auditing program designed to deter

and detect compliance issues. The Compliance and Ethics Program does and will continue to

contain policies and procedures designed to prevent violations of Federal health care program

requirements and the Federal Food, Drug and Cosmetic Act ("FDCA") regarding sales,

marketing, and promotion of prescription pharmaceutical products, including policies and

procedures on the following subjects.

A. Independent Medical Education

B+L has in place and will maintain policies and procedures that prohibit the involvement

of sales and marketing personnel and others on the businesses' commercial team in the final

decision making process with respect to educational grants in the United States, while also

ensuring that the educational programming is focused on objective scientific and educational

activities and discourse. B+L will require that independent conference sponsors (e.g., continuing
medical education providers) select attending Health Care Providers and are responsible for and

control the selection of program content, faculty, educational activities and discourse. All
applications will be reviewed by teams that do not report to either B*L's sales and marketing

function or others on the businesses' commercial team. Any documentation or communication
suggesting that an educational grant is tied in any way to past, present, or future prescribing,

purchasing or recommending of any B+L product will cause the request to be denied.

B. Off-Labet Promotion and Unsolicited Medical Information Requests

B+L has in place and will maintain its policy that requires sales agents to discuss only
those product uses that are consistent with what is indicated on the products approved package

labeling and to forward requests for information regarding off-label uses of B+L's products to a
MedicalAffairs Professionalvia a completed Medical Information Request Form signed by the

individual making the request, including the individual's full contact information and the
question posed, which confirms that the request was unsolicited.
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C. No Offering or Paying Illegal Remuneration

B+L has in place and will maintain policies and procedures that prohibit the company and

its employees and iepresentatives from engaging in any conduct that violates the Federal anti-

kickback statute, including, but not limited to, the offering or paying of any remuneration

(including any kickback, bribe, or rebate) directly or indirectly, overtly or covertly, in cash or in

kind, to any person to induce such person to prescribe any prescription drug for which payment

may be made in whole or in part under a Federal health care program.

II. Notice to Health Care Providers and Entities

Within 90 days after the date of sentencing, B+L shall send, by first class mail, postage

prepaid, a notice containing the language set forth below to all Health Care Providers and

i-t.ulth.ur" Institutions that B+L currently details. This notice shall be dated and shall be signed

by B+L's President of Global Pharmaceuticals. The body of the letter shall state the following:

,,As you may be aware, B+L acquired ISTA Pharmaceuticals, Inc. ("ISTA") in
June of 2012. Following the acquisition, B*L agreed that ISTA would enter into

a global civil and criminal settlement with the United States in connection with
the promotion and use of one of ISTA's products, Xibrom, based on conduct of
ISTA before it was acquired by B+L. This letter provides you with additional
information about the settlement, explains B*L's commitments going forward,

and provides you with access to information about those commitments.

In general terms, the Government alleged that ISTA unlawfully promoted Xibrom
for uses not approved by the Food + Drug Administration ("FDA") and that ISTA
unlawfully offered and provided kickbacks to healthcare providers in exchange

for increased prescriptions of Xibrom. To resolve these matters, ISTA pled guilty

to two felony criminal violations, including conspiracy to violate the Federal

Food, Drug + Cosmetic Act ("FDCA"), and conspiracy to violate the anti-

kickback statute. ISTA agreed to pay a criminal fine and forfeiture of $l 8.5

million. In addition, the Government alleged that ISTA violated the False Claims

Act, and B*L entered into a civil settlement to resolve these allegations pursuant

to which ISTA agreed to pay $15 million to the Federal Government and State

Medicaid programs. More information about this settlement may be found at the

following: [B+L shall include a link to the USAO, Consumer Protection
Branch, and B+L websites in the letter.]

As part of the federal settlement, B*L committed to maintaining its Compliance

and Ethics Program. Under this agreement, which is available at [B+L shall
include a link to the Consumer Protection Branch website.l, B*L agreed to
continue to undertake certain actions designed to promote compliance with
Federal health care program and FDCA requirements and make periodic

certifications to the Department of Justice. We also agreed to notify healthcare

providers about the settlement and inform them that they can report any

questionable practices by B+L's representatives to B*L's Compliance
Department or the FDA.
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Please call B+L at XXXX or visit us at [insert name of web link] if you

have questions about the settlement referenced above or to report any instances in

which you believe that a B+L representative inappropriately promoted a product

or engaged in other questionable conduct. Alternatively, you may report any

improper conduct associated with prescription drug marketing committed by a
B+L Representative to the FDA's Office of Prescription Drug Promotion at 301-

796-1200. You should direct medical questions or concerns about the products to
xxxxx."

The Chief Compliance Officer (or a designee) shall maintain a log of all calls and

messages received in response to the notice. The log shall include a record and summary of each

call and message received (whether anonymous or not), the status of the call or message, and any

corrective action taken in response to the call or message.

III. Log, Certification and Board Resolution

B+L shall provide the Log required in Subsection II above and the following
Certification and Board Resolution to the United States Department of Justice on an annual basis

for a period ofthree years.

The Certification shall be sworn to under the pains and penalties of perjury and shall set

forth that the representations contained therein may be provided to, relied upon and material to

the government of the United States, and that a knowing false statement could result in criminal
or civil liability for the signatory.

B+L shall provide the Log, Certification and Board Resolution to the United States

Department of Justice within 60 calendar days following the end of each review period as

follows:

Chief, Criminal Division Director, Consumer Protection Branch

U.S. Attorney's Office Civil Division
Western District of New York Department of Justice
138 Delaware Avenue 450 5th Street, NW
Buffalo, NY 14202 Washington, DC 20530

A. Annual B+L's President of Global Pharmaceuticals Certification

B*L's President of Global Pharmaceuticals shall conduct a review of the effectiveness of
B*L's Compliance and Ethics Program as it relates to the marketing, promotion, and sale of
prescription pharmaceuticalproducts during the precedingyear. The first review period shall run

from the date of sentencing through December 31,2013. Thereafter, the reviews will be

conducted on an annual basis. Based on his or her review, B*L's President of Global
Pharmaceuticals shall submit to the United States a signed certification stating that, to the best of
his or her knowledge, during the period [insert time period]: (1) B+L's Compliance and Ethics

Program continued to include the policies and procedures set forth in the section of this

Addendum entitled Compliance and Ethics Program, and (2) the Compliance and Ethics Program
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was effective in preventing violations of Federal health care program requirements and the

Federal Food, Drug and Cosmetic Act regarding sales, marketing, and promotion of prescription

pharmaceutical products. The certification by B+L's President of Global Pharmaceuticals shall

summarize the review described above that he or she conducted to provide the required

certification. If B+L's President of Global Pharmaceuticals is unable to certify that the

Compliance and Ethics Program was effective in preventing violations of Federal health care

program requirements and the Federal Food, Drug and Cosmetic Act regarding sales, marketing,

and promotion of prescription pharmaceutical products, he or she shall provide a detailed

explanation of why the Compliance and Ethics Program was not effective, and the steps B+L is
taking to ensure the effectiveness of the Compliance and Ethics Program. This detailed

explanation will satisfy part2 of the certification requirement above.

B. Annual Board of Directors Resolution

The Board of Directors of B+L, or a designated Committee thereof (the "Board"), shall

conduct a review of the effectiveness of B*L's Compliance and Ethics Program as it relates

to the marketing, promotion, and sale of prescription pharmaceuticalproducts. This review shall

be conducted on an annual basis and shall include, but not be limited to, updates and reports by

B+L's Chief Compliance Officer and other compliance personnel. The Board shall evaluate the

effectiveness of the Compliance and Ethics Program, including, among other means, by
receiving updates about the activities of the Chief Compliance Officer and other company
personnel and updates about adoption and implementation of policies, procedures, and practices

designed to ensure compliance with applicable Federal health care program and FDCA
requirements. The Board review shall not require the retention of third party experts. The first
review will cover the time period from the date of sentencing through December 3l ,2013.
Thereafter the reviews will be conducted on an annual basis. Based on its review, the Board

shall submit to the United States a resolution (the "Board Resolution") that summarizes its

review and oversight of B+L's compliance with Federal health care program requirements and

FDCA requirements and, at a minimum, includes the following language:

The Board of Directors has made a reasonable inquiry as described in

Section III.B of the Addendum to the Plea Agreement into the operations

of B+L's Compliance and Ethics Program for the time period [insert time
periodl, including the performance of the Chief Compliance Officer and

other compliance personnel employed by B+L. The Board has concluded

that, to the best of its knowledge, B+L has implemented an effective
Compliance and Ethics Program, as defined by the U.S. Sentencing
Guidelines Manual, Chapter 8: Sentencing of Organizations (2012),to
meet Federal health care program requirements, FDCA requirements, and

the requirements of the Addendum to the Plea Agreement.

If the Board is unable to provide any part of this statement, it shall include in the

resolution an explanation of the reasons why it is unable to provide such a statement about the

effectiveness of B+L's Compliance and Ethics Program.
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IV. Breach of this Addendum

B*L recognizes that each of the terms in this Addendum constitutes a material term of
this Addendum. As a contractual remedy, B+L and the United States agree that failure to

comply with the obligations set forth in this Addendum may lead to the imposition of the

following monetary penalties (hereafter referred to as o'stipulated Penalties") in accord with the

following provisions.

A. A Stipulated Penalty of $3,000 per day for each day B+L (1) fails to maintain a

Compliance and Ethics Program as set forth in Subsection I, above (if more than

one specific compliance policy (i.e., Section I.A. through I.C., above) fails to be

maintained, the Stipulated Penalty will apply separately to each compliance

policy); or (2) fails to timely supply the Log, Certification, or Board Resolution

required in Subsection III, above. With regard to the Log, Certification, and

Board Resolution, the Stipulated Penalty will begin to accrue on the day after the

date the obligation was due, subject to the provisions for extension of time for
compliance and the opportunity to cure set forth below.

C.

B+L may submit a timely written request for an extension of time to provide any

Log, Certification, or Board Resolution required in Subsection III. A written
request is timely if received by the U.S. Attorney's Office for the Western District
of New York and the Civil Division's Consumer Protection Branch at least five
business days prior to the date by which the Log, Certification, or Board

Resolution is due. Timely requests for extension will not be unreasonably denied.

If an extension of time is granted in writing, Stipulated Penalties shall not accrue

until one day after B+L fails to meet the revised deadline. lf not granted,

Stipulated Penalties shall not begin to accrue until three business days after B+L
receives the United States' written denial of such request or the original due date,

whichever is later.

Upon the United States' sole reasonable determination that B+L has failed to
comply with any of the obligations described herein, the United States shall notify
B+L in writing of B+L's failure to comply and the United States' exercise of its
contractual right to demand payment of the Stipulated Penalties (the "Demand
Letter"). The Demand Letter shall set forth: (i) the provision breached; (ii) the

date of the breach; (iii) a description of the breach sufficient to permit B+L to
cure (as described below); and (iv) the amount of Stipulated Penalties claimed by

the United States as of the date of the Demand Letter. Within fourteen (14) days

after receipt of the Demand Letter, or such other period as the United States may

agree in writing, B+L shall cure the breach to the United States' reasonable

satisfaction (ooCure Period"). lf B+L cures the breach within the Cure Period, no

Stipulated Penalties shall be due. If B+L fails to cure the breach during the Cure

Period, Stipulated Penalties calculated from the date of breach to the date of
payment shall be immediately payable to the United States. The Stipulated
Penalties shall be paid by electronic fund transfer according to wire instructions

that will be provided by the United States. A joint reasonable determination by

B.
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the United States Attorney for the Western District of New York and the Assistant

Attorney General for the Civil Division regarding B*L's failure to comply with
any of the obligations described herein will be final and non-appealable. B+L
agrees that the United States District Court for the Western District of New York
shall have jurisdiction over any action to collect such a penalty.

FOR THE LINITED STATES

WILLIAM J. HOCHUL JR.
United States Attorney
Western District of New York

Assistant U.S. Attorney
Dated: }r/ray 29,2013

MICHAEL S. BLUME
Director
Consumer Protection Branch
U.S. Department of Justice

Assistant Director
Consumer Protection Branch
U.S. Deoartment of Justice
Dated: fvlay A,ZOll
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FOR BAUSCH + LOMB INCORPORATED

Bausch + Lomb Incorporated
Dated: }/ray (62013

Counsel for Bausch + Lomb Incorporated

Dated: vtay /$zon

Latham & Watkins
Counsel for Bausch + Lomb Incorporated
Dated: Vtay lt,ZOLZ

A.ROBERT D. BAILEY, ESQ.

PAUL E. KALB,
Sidley Austin LLP

unsel for Bausch + Lomb Incorporated
Dated: May 11,2013
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U.S. DePartment of Justice

Criminal Division

@7*lttant artorneY General Washington, D.C, 20530

MAY - 7 2013

The Honorable William J. Hochul, Jr'

United States AttorreY
Western District qf New York
138 Delaware Avenue

Buffalo, NY 14202

Attention: MaryEllenKresse
Assistant United StPtes AttomeY

DearMr. Hochul:

This is in response to your request for authorization to enter into a global plea agreement

with defendant ISTA Pharmaceuticals, Inc'

rhereby approve the terms of the Plea Agreement, including Paragraphs 26-28, through

which the United Stut"s agrees not to initiate furttt"r criminal proceedings against ISTA for the

conduct at issue, with the exceptions and conditions noted within those paragraphs and elsewhere

within the PIea Agreement

You are authorized to make this approval a matter of record in this proceeding'

Sincerely,

Mythili Raman
Acting Assistant Attorney General

DEPI'W ASSISTAI{T ATTORI'IEY OEI{ERAI
cRrMrilALDrvrsrot{

Re:
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